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9.7.1 Pharmacokinetic Concentrations 

Geometric CV = √(exp[σ2] –

where σ2 is the variance of the log transformed values.
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(Full Analysis Set)

Table 14.2.7.4­B Kaplan­Meier Summary of Duration of 
Response (Investigator Assessment
including Unconfirmed Response) by 
Cancer Type and Dose Regimen
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Preferred Term, Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.3.1.10­B Infusion­related Adverse Events by 
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Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.11­B Adverse Events by System Organ Class, 
Preferred Term and CTCAE Grade,
Relationship and Dose Regimen
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(Full Analysis Set)
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Regimen
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(Full Analysis Set)

Table 14.3.5.8­B Summary of Immunogenicity Results by 
Cancer Type and Dose Regimen

(Full Analysis Set)

FIGURES

Figure 14.1.1­B Duration of Infusions by Dose Regimen (Full Analysis Set)
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Figure 14.2.2.1­B Best Change in Sum of Lesion 
Measurement by Dose Regimen
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Regimen
(Full Analysis Set)
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positive) and Dose Regimen
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Cancer Type and Dose Regimen

(Full Analysis Set)
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Cancer Type and Dose Regimen

(Full Analysis Set)
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Regimen

(Full Analysis Set)

Figure 14.3.5­B Intensity and Duration of 
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Cancer Type and Dose Regimen

(Full Analysis Set)
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(Full Analysis Set)
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over Time by Cancer Type and Dose 
Regimen
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and Dose Regimen
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(Full Analysis Set)
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Listing 16.2.4.6­B Peripheral Neuropathy History by Dose 
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Regimen

(Full Analysis Set)
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Dose Regimen
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Dose Regimen
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Regimen

(Full Analysis Set)

Listing 16.2.5.1.2­B Study Drug Administration by Dose 
Regimen

(Full Analysis Set)
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Regimen

(Full Analysis Set)

Listing 16.2.5.3­B Individual Tisotumab Vedotin (Humax­
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Concentrations by Dose Regimen

(PK Analysis Set)
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of Response by Dose Regimen

(Full Analysis Set)

Listing 16.2.6.5­B New Anti­Cancer Treatment by Dose 
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(Full Analysis Set)
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(Full Analysis Set)

Listing 16.2.8.12e­B Ophthalmology – SLIT Lamp (Cornea 
Staining) by Dose Regimen
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(Full Analysis Set)

Listing 16.2.8.12g­B Ophthalmology – Overall by Dose 
Regimen
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Supportive SAS Output Appendices

Appendix 16.1.9.1­B Kaplan­Meier Analysis of Progression 
Free Survival (Investigator Assessment)
by Cancer Type and Dose Regimen

(Full Analysis Set)

Appendix 16.1.9.2­B Kaplan­Meier Analysis of Progression 
Free Survival (Investigator Assessment)
by Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Appendix 16.1.9.3­B Kaplan­Meier Analysis of Progression 
Free Survival (Investigator Assessment)

(Full Analysis Set)



Response (Investigator Assessment) by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Appendix 16.1.9.5­B Kaplan­Meier Analysis of Duration of 
Response (Investigator Assessment) by 
Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Appendix 16.1.9.6­B Kaplan­Meier Analysis of Duration of 
Response (Investigator Assessment) by 
Cancer Type, ADA and Dose Regimen

(Full Analysis Set)
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